IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

application of: : 
Gunther HOLZEMANN ct al. : Group Art Unit: 1653 

Serial No.: 09/486,062 : Examiner: D. Lukton 

Filed: May 5, 2000 : 

For: CYCLOPEPTIDE DERIVATIVES 

PETITION TO MAKE SPECIAL UNDER MPEP § 708.02 

RECEIVED 

SEP 3 a 2003 

Applicants request that the above-identified application be made special for the 
remainder of prosecution, including the ongoing appeal process (Brief on Appeal 
concurrently filed), under MPEP § 708.02, under condition X. i.e., because the claimed 
compounds are related to the treatment of cancer. 

Appellants' invention is directed to novel cyclopeptide compounds, which act as 
integrin inhibitors, i.e., show particular activity in the case of integrins a v P3, «vP5, aiibfc and 
a v Pi. a v [} () and uvf3x, and are therefore useful as pharmaceuticals for the treatment of a variety 
of diseases, including tumors. The claimed compounds, for example, block the interaction of 
integrin receptors on the fibrinogen receptor (glycoprotein Ilb/IIIa), prevent as GPllb/Ula 
antagonists the spread of tumor cells by metastasis. See specification page 1, lines 1-5, page 
2, lines 24-33 and page 3, line 9 to page 4, line 30. 

References in this field of art demonstrate that the above-discussed mechanism is a 
promising mode for treating tumors, for example, cancer tumors. Brooks (reference discussed 
by the specification on page 2, line 37 to page 3, line 3) investigated the u v [3jt activity on 
angiogenesis, and concluded that angiogenesis plays a key role in development, wound repair, 
and inflammation which contributes to pathological conditions such as diabetic retinopathy, 
rheumatoid arthritis, and cancer , (emphasis added) See Brooks et al.. Science 264, pages 569- 
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71, 569 (1994). 

Additional work in this area further demonstrates that that the above-discussed 
mechanism is a promising mode for treating cancer and tumors. 

Gutheil et al., Targeted Antiangiogenic Therapy for Cancer Using Vitaxin: A Humanized 
Monoclonal Antibody to the Integrin a v /i^ Clinical Cancer Research, Vol. 6., 3056-3061 , (2002), 
reports the use of targeted antiangioganic therapy for cancer in patients with late stage cancer by 
reporting a phase 1 study using Vitaxin in humans with cancer. Vitaxin is a humanized 
monoclonal antibody to the integrin a v P;,. See page 3056, abstract, and page 3060, first column. 

Trickha et al., Multiple Roles for Platelet GPIIb/IIIa and a x fi$ Integrins in Tumor Growth, 
Angiogenesis, and Metastasis, Cancer Research 62, 2824-2833, (2002), reports that blockade of 
GPIIb/IIIa and u v [^ affords significant antiangiogenic and antitumor benefit. See abstract on page 
2824. Both /// vitro and /// vivo tests were performed in said study. 

Raguse et al., Cilengitide (EMD 121974) arrests the growth of a heavily pretreated 
highly vascularized head and neck tumor, a Clinical Case Report, discusses a clinical case 
that demonstrates the clinical efficacy of the antiangiogenic agent cilengitide, which is a 
cyelopeptide and an u v fi;, antagonist, in combination with gemcitabine, in inhibiting rapid 
tumor growth of a highly vascularized tumor. See page 2. Cilengitide is a compound of the 
invention of U.S. 6,001,961 (commonly assigned with the present application). 

Additionally, this technology, i.e., integrin inhibition and the treatment of cancer and 
other diseases, was also the subject of a recent Federal Circuit case. See Integra 
LifeScienteces v. Merck KgaA, 66 USPQ2d 1865 (CA FC 2003). 

As an additional consideration, applicants submit that in a system where a patent term 
expires 20 years from the date of filing, basic fairness dictates that applications be prosecuted 
expeditiously without undue delay. The present application was filed more than 3.5 years ago. 
While no prior art rejections were made at any one point during this long prosecution period, no 
claim is currently allowed. This is contrary to the policies of the Patent Office. In accord with 
this policy, applicants request that this application be considered "special" for the remainder of 
prosecution, including the currently ongoing appeal process. 
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The Commissioner is hereby authorized to charge any fees associated with this 
response or credit any overpayment to Deposit Account No. 13-3402. 
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